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§820.56

§820.56 Cleaning and sanitation.

There shall be adequate written
cleaning procedures and schedules to
meet manufacturing process specifica-
tions. Such procedures shall be pro-
vided to appropriate personnel.

(a) Personnel sanitation. Washing and
toilet facilities shall be clean and ade-
quate. Where special clothing require-
ments are necessary to assure that a
device is fit for its intended use, clean
dressing rooms shall be provided for
personnel.

(b) Contamination control. There shall
be procedures designed to prevent con-
tamination of equipment, components,
or finished devices by rodenticides, in-
secticides, fungicides, fumigants, haz-
ardous substances, and other cleaning
and sanitizing substances. Such proce-
dures shall be documented.

(c) Personnel practices. Where eating,
drinking, and smoking by personnel
could have an adverse effect on a de-
vice’s fitness for use, such practices
shall be limited to designated areas se-
lected so as to avoid such an adverse
effect.

(d) Sewage and refuse disposal. Sew-
age, trash, by-products, chemical
effluents, and other refuse shall be dis-
posed of in a timely, safe, and sanitary
manner.

Subpart D—Equipment

§820.60 Equipment.

Equipment used in the manufactur-
ing process shall be appropriately de-
signed, constructed, placed, and in-
stalled to facilitate maintenance, ad-
justment, and cleaning.

(@) Maintenance schedule. Where
maintenance of equipment is necessary
to assure that manufacturing specifica-
tions are met, a written schedule for
the maintenance, adjustment, and
cleaning of equipment shall be devel-
oped and adhered to. Such schedule
shall be visibly posted on or near each
piece of equipment, or be readily avail-
able to personnel performing mainte-
nance activities. A written record shall
be maintained documenting when
scheduled maintenance activities are
performed.

(b) Inspection. Periodic documented
inspections shall be made to assure ad-
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herence to applicable equipment main-
tenance schedules.

(c) Adjustment. Any inherent limita-
tions or allowable tolerances shall be
visibly posted on or near equipment re-
quiring periodic adjustments, or be
readily available to personnel perform-
ing these adjustments.

(d) Manufacturing material. Manufac-
turing material, including a cleaning
agent, mold-release agent, lubricating
oil, or other substance used on or in
the manufacturing equipment or the
device, shall be subsequently removed
from the device or limited to a speci-
fied amount that does not adversely af-
fect the device’s fitness for use. There
shall be written procedures for the use
and removal of such manufacturing
material. The removal of such manu-
facturing material shall be docu-
mented.

§820.61 Measurement equipment.

All production and quality assurance
measurement equipment, such as me-
chanical, automated, or electronic
equipment, shall be suitable for its in-
tended purposes and shall be capable of
producing valid results. Such equip-
ment shall be routinely calibrated, in-
spected, and checked according to writ-
ten procedures. Records documenting
these activities shall be maintained.
When computers are used as part of an
automated production or quality assur-
ance system, the computer software
programs shall be validated by ade-
quate and documented testing. All pro-
gram changes shall be made by a des-
ignated individual(s) through a formal
approval procedure.

(a) Calibration. Calibration proce-
dures shall include specific directions
and limits for accuracy and precision.
There shall be provisions for remedial
action when accuracy and precision
limits are not met. Calibration shall be
performed by personnel having the nec-
essary education, training, back-
ground, and experience.

(b) Calibration standards. Where prac-
tical, the calibration standards used
for production and quality assurance
measurement equipment shall be trace-
able to the national standards of the
National Bureau of Standards, Depart-
ment of Commerce. If national stand-
ards are not practical for the param-
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